”B INC. e A ?:“.\\‘\

g

90 Orville Drive, Bohemia, NY 11716-2510 Phon*ﬁ\bﬁ?sé&iﬁi Fax: (631) 21&7480
A "‘4 173

n3) W2 ,
5573 \\&\

Office of Nutritional Products December 28, 2001
Labeling & Dietary Supplements

Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835
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Dear Sir or Madam:

This letter will serve as a 30 day notification pursuant to Section 6 of the Dietary
Supplement Health and Education Act of 1994 that NBTY Inc. is using the following

statements on our Kava Kava 250 mg supplement under the US Nutrition label: . .

Helps You Relax Naturally

Kava Kava helps promote a calm and relaxed feeling.

Our Kava Kava is standardized to contain 30% Kavalactones which means that you
are guaranteed consistent quality to soothe everyday, occasional anxiety and promote
a general feeling of well-being.

The above statements are accompanied by the required disclaimer pursuant to Section 6

of the Dietary Supplement Health and Education Act.

Smcerely,

&Qﬁ - .dww,t"/
Ona Scandurra, MS, RD
Director of Nutrition Communications
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